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atTr 'rfwt jisrrfnr 

fawnr) 

5T$ f??#, 24 T.7^, I9t#5 

HT, TT. Pt. 94(?r);—art^iftr afh: bttw^ 
m^nlTf Pm, 1945 *PT 3fk % ftn; Tpm 

Pm! m p T Hr^fa ff mi, Pir% ?rwT, 

srtr irm^T ?rT*nff*T^PrinT, i94o (1940 23 ) 

HTTT 12 3ff\T gm 33 5TTT 7??! Wifvnff VT 

ggpr g^, aftgfH gm?iF[T 'TThto 

t, am^ft 

sgt «iTP,?iq^45V, gg^rafliPra' ^ 

ggmr t, V+irvtff Pfstt wktt ^ 

ij^ ^ ^?fr 5 pR 3451 grw'T Ppnft gr, tft 

^r, ^351 Tmg ^ nfinn it? 

UTlPlRT ^ WTcft 

<ft '5rr5fV I, m 4 ft ?nifg ^ g*TTP<r % <T?gt5T 

PnfR ftnn 5Tri>Tir; 

435 GI/95 


pplft TTlfl'T gr TT, 5ft W f^pTfiTO 
40Tlg 4 ft mrf^r ^< 11^7451 f3T?»ff ¥1 
4T4^ fiftTfl sqft? ^r HTC5T ^tUf, %ftftcr gr^lTT Pt^T? 

I wr^T JTr 5rf^(T, WTt^r g^<pT^, ?<ire«r 

aft^ etPsTT: Jp^gT"! gaTTlT, f^irW Ht 

garr 5rr twctt ^ 1 

sn^T Prim 

1. ( 1 ) m Primf ^ gfwm m 

amgjf mift Pm, 1995 ^ 1 

{ 2 ) ^ Tmim ^ sffim Tt irrftg 4rt 

ir?5T ?l9f I 

2. arVftt sfP: Pr??, 1945 % Prim 

96 ^ ■'3'rPfim ( 1 ) (t') (iii) ^ 

( 47 ) t, "irr 351% msit tt 5i>t Prut irmirr i 
(g) goj (vii) "afWP? PiPtf^mY' ?r5i:t % mm 
ETt: "afWfgifr sfk PrpTf5pff” gs? 5rn(ji i 
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T, 139 1: ‘nfwf {5) ^ ■"■'3''^ 

qr -sqfTtm Ttniif, — 

"(5) *rrt^, f^f^rfer *Tmift aftr d5 

:3?qi^'T ^ WrqW it sTJjqfTq!^^ mqiftqft 
iFrfqrT, q*rrfiT^t sflr *fq qflffr®! 

% f?Tp qqf'^T 'TfrqT stk aw- 

iTT'Tr ■jq+q.T'V qr qrw aftr aqrir 

T^TT: 


rpiffj 3fk f% &?r qflwm % f^TTr, f5jrq?j 5^%?^ 

jRftT’.w ?wifhF qft 5ft sTijnm snftrq?rft 

JKT 5»T qqtsrq % Prn vnq 1 Ssp sp ?TatfT gm 

IPTKTfgfT si^qTsft BT^fq.TT iTf^ q 

qrterq % PqtT t-? it^ft qt qq 

at ?TT? 3 f,T 1 PTR qT'ffl TTW'q ?f>i[qn'' 


4. fqirq'f q?t 5-2) fci'q'T ?f. i 

?rr'^ qrlr aifcra "c'q? aftw^t aqtirqnrr qfr 

qt 'sq^RT q?T uTTTqt" 9I35T 5?! ^'iq fqrqr 5,'i-iTirr t 


[?f, "qq-iioi4/i7/94-5t qqq^rq»?qirrq:, tr ] 

lifqsrr qfqq 


3fVj 3 tV qqraq qmqt fqqq, 194 5) l-S-79 
?np am qintfa^ ^q ?f pqrfsq 3?t7: trfVarT q:?!Tm 
fqqTq) gq®iisq Farqif artqfsr uti: aqiaq 
fiffrrft, srfafqirq srV (q't. i\. at. rrq-.) ^fft 

flppqf^ I, 3T?r1%T^ s I ^7T fqirqf Jf 

5^tTT5ni!rH'nr“2J3iJT ( 3 ) (i)if aqrrftpq fqi^rfqfjsrq 
qfftgqqraff gm Tfqiifu5r f%n irq g;— 


1. qr. 
2- qr, 

3. qr. 

4, m. 

s. qr. 
' 6 . qr. 

7. qr. 

8. qr. 

9. qr. 
10. qr. 
XI. qr. 
12) qr. 
13 . qr. 
u. qr. 
15 - qr. 

16. qr. 

17. qr. 


qq, fq. 1241, ?nT>!r 6-10-1979 

aq. Ft. 1 242, qrrtfT, 6 - 10-1979 

w. Ft. 1243, qrrtg 6 - 10-79 

aq. fq. 1281 , qirFa 12 - 10-89 

aq. fq. 4 30 , qRlg 1&-4-80 
aq. Ft. 779 , qrfr^ 26 - 7 - 8 O 
Ft. 54o(q), qrft'^ 22-9-80 

5 q, Ft. 680 , qrftTf 5 - 12 - 8 O 

qf, fq. 68l(w), qifr^a' 5-12-80 

qq. fq. 682 , (q), qfqtij 5-12-80 
ipr. fq, 27(sr), errtFj i7-i-si 
qrr, fq. 478(q), qtrt'l g-3-81 

!?q. fq. 62 (iET), qRTiii 15 - 2-82 

q:r, fq. 462(q), fnfr-y 22-6-82 

^T. Ft. 5I0(q), qT^t<3 26-7-82 
aq. fq. i3(q), qr'ft^ 26-7-82 
fq. 3i8(5r), qiTtfs i-s-84 


18. 

?Tr* 


fq, 

331 {r.T), ?rrfr^ 

8-5-84 

19 . 

?Tf* 

^r * 

fq. 

46o(?r), qrft^ 

20-6-84 

20- 


^r* 

fq. 

487{Tr), qrfrij 

2-7-84 

21 . qr. 

^r. 

fq. 

89{Tr), qrrtfa 

16-2-8 5 

22. 


^r* 

Ft. 

788(!T), qrtf® 

I0-I0-8S 

23. 

^rr* 

^r. 

fq. 

i7{?r), qr^tsr 

7-1-86 

24- 

m. 


fq. 

1049{^), qrfi^ 29-5-86 

25- 



fq. 

io60(!t), qrftfa 

' S-9-86 

26- 

m. 


fq. 

ni5(?T) qrqta 

' 30-9-86 

27- 

m. 

^r* 

fq. 

71(!t), arfrsr 30 - 1 - 8 ? 

28- 

m. 

^r* 

fq. 

S7o(ti), qrftqr 

12-6-87 

29, 

^rr. 

^r* 

fq. 

626 (?r), qirt® : 

2-7-87 

30- 

nr. 


fq, 

792(?r), PiRFs 

17-9-37 

31. 

nr, 


fq. 

371 (tt), qrft^ 

14-3-88 

32- 

nr* 


fq. 

7 5(5r), qrfFir 

2-6-88 

33. 

nr* 


Ft. 

67s(Tr), qifrw 

2-6-88 

34- 

nr. 


Ft, 

676(Tr), qrrfqr 

2-6-88 

35- 

nr. 


fq. 

677(Tr), qrrt^ 

2-6-8 8 

36- 

nr* 

^r. 

fq. 

68i(!r) , 

6-6-83 

3 7. 

nr* 


Ft, 

735{5r), qr^ 

24-6-88 

38 

nr. 


Ft. 

813(tt), qrfrg 

27-7-88 

3 9. 

nr* 


fq, 

944(?r), qrftsr 

21-9-88 






40- 

nT. 


fq, 

43{Tr), qrqfqr : 

20-1-89 


(qfaq^) 




41- 

qr. 


FT. 

44{!r), qrffqr 

20-1-89 


(^faqa) 



42* 

nr. 


FT. 

ioo(!(r), qrft^ 

14-2-89 


(®[Faqa) 




43 . 

nr* 


Ft. 

443(3r), qrTt^r 

12-4-89 






44* 

nr* 


fq, 

S88{!T), qrfta 

2-6-89 






45* 

nr. 


fq, 

691 (sr), qirrqr 

11-7-89 

46- 

nr* 


Ft, 

784(?r), qrffqr 

28-8-89 

47- 

nr* 


Ft. 

i6{Tr), qr^t'a 

M0-S9 

48- 

nr. 

* 

Ft, 

73i(?r), qrTt'3 

23-8-90 

49. 

nr 

^r. 

fq 

865(Ti), qrqt^ 

25-10-90 

50. 

nr 


Ft. 

11(W), qTTtW ' 

7-1-91 

51. 

nr* 


fq, 

223(t»), qrTT:'3 

19-4-91 

52- 

nr. 


Ft. 

246(!t), qrfi^ 

1-5-91 

53. 

nr* 

^T> 

Ft. 

301 (!t), qrfrg 

7-6-91 

54* 

nr. 


fq. 

302(?r), qrqi^ 

7-6-91 

55 . 

nr* 


fq. 

49i(tt), qrfr»a 

25-7-91 

56- 

nr* 

^r* 

Ft, 

495(!T), qrrt® 

25-7-91 

57. 

nr* 


fq. 

532(51), qrTFs 

14-8-91 

58* 

nr* 


fq, 

626(5r), qrrFs 

14-10-91 

59- 

nr. 


Ft. 

667(5r), qpFqt 

7-11-91 



n—^ 3(i)] 


TfnrjT 'PI 


,1 


60* 



fn. 

61* 

’TT, 


fH. 

62* 

?rr. 


fH. 


(^^TW) 

fn. 

63. 

^TT* 


64* 



fn* 

65* 



fH. 

66* 

^TT* 

^* 

fH* 

67* 



fn. 

6S* 

w. 


fn. 

69* 



fH, 

7 0* 

Hr* 


fn. 

71. 

HT. 


f?T. 




72. 

HT* 


fn. 

73* 

HT. 

*Pr, 

fn. 

74. 

HT, 



7 5. 

HT. 

^* 

fn* 




70. 

HT, 

^T. 

fH. 




77. 

HT, 


fH, 


(iife'ie) 

fn, 

7S* 

HT, 

^* 

79. 

HT, 


fiT. 

60. 

HT, 

m. 

fH, 

81* 

HT, 


fH, 

82. 

HT. 

^. 

fH, 

63* 

HT* 

5FT. 

fr. 

64* 

HT. 


fn. 

65. 

HT. 


fH, 

86* 

HT, 


fH, 

87. 

HT. 


fH. 

88. 

HT. 


fH. 

69* 

HT . 


fH, 


730(?(), 10-12-91 

59{’5r), rnff’^ 22-1-92 
305(51), 4-3-92 

445(5r), prnflis 30 - 4-92 
597(51), 17-6-92 

663(51), 3-7-92 

723(51), cTRkr 11-8-92 
796(51), 1-10-92 

877(51), 17-11-92 

909(51) , 2-12-92 

923 ( 51 ), 14-12-92 

27(51), 22-1-93 

23 ( 51 ), 22-1-93 

86(51), 26-2-93 

296(51), 24-3-93 

373(51), mfPS 13-4-93 

374 ( 51 ), PlTtt^ 13-4-93 

447(51), arOTa 10 - 6-93 

658(51), HRlrei 19-10-93 
673(51), mfra 27-10-93 
108(51), drifts' 22-2-94 
1 09(5l), aRtW 22-2-94 
370(5l), 7-5-94 

466(51), arttU 17-5-94 
615(51), aTfr»5[ 9-8-94 
659(51), rfTf);ig 30-8-94 
676(5l), 6-9^94 

811(51), 14-11-94 

812(51), aiTt^ 14-11-94 
850(5l), 7-12-94 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Defvurtm^nt, of Health) 

notjfication 

New Delhi, the 24lh February, J995 

GhS-R. 94(E),—The following Jrafl of ceria^n rt-lcs further 
to amend the Drugs and Cosmetics Rules, 1945, which the 
Central Government propose to make, after consuliation with 
Drugs 1'cchnical Advisory Board, in exercise of the powers 
conferred by seelions 12 and 3J of the Drugs and Cosmetics 
Aetj 1940 (23 of 1940), is hereby published as re-iuircj by 
the said sections for the iDformation of all persons likely 
to be aifected thereby and noiiec is hereby given that the 
said draft rules will be taken into consideration after the 
expiry of a period of sixty days from the date on which the 
copies of the Official Gazette in which this notification is 
jpublishedt ure made available to the public. 


Any objections or suggestions which may bo received fronai 
any person with respect to the said draft rules before (be 
expiry of the period so specified will be taken into considera¬ 
tion by the Central Government, which may be addressed 
Til t he Sec're var y M inistry of Heath and Fam i (v W e i T; i re, 
Nijmun Bhawno* New Delhi. 

DRAFT RULES 

h (1) These rules inav bo called the Drugs and Co^o'iciics 
lAmcndmeni) Rules, 1995 . 

(2) They shall come into force on the date of their final 
piiblic^^tLon in he Official OazetLe, 

2. In the Drugs and Cosmetics Rules, 1945, in rule 96, 
in sub-rule (n-'-(a) clause (iii), in sub-chiusc (a), "or multi¬ 
ples thereof* shall he omitted. 

(b) in clause (vii), for the w'ords “Drug preparations**, 
the w'ords, ''Dri^gs and preparations^^ shall be substi¬ 

tuted. 

3. In the said rules, in rule 139, for sub-rule (5)^ the 
foll<.>wrng .subTide- be substituted, namely :— 

^^(5) The applicant shall provide and maintain adecjuai^ 
KUff, premises and laboratory equipments for carry¬ 
ing out tests of the strength, quality and purity of 
the Cosmetics manufactured and the row inaierials 
used in the manufacture of mch products* 

Provided further that for teals,^ requiring sophisticated ins¬ 
trumentation techniques, as permitted by the licensing authoriiy 

be conducted by the institutions approved by it under 
Part XV-A for the purpose shall also test each botch or lot 
of raw materials and finished product sent to them for 
l^csring*^ . . 

4. In Schedule M-II to th© said rules,■ in the last paragraph 
occurring before Note No. 1, the words, ‘‘A testing laboravory 
?jhall also le pjovided*' shall b© omitted. 

(No. X-11014il7|94~DMS&PFA] 
SHAILAJA CHANDRA, Jt. Sccy* 

Note: rhe Drugs & Cosmetics Rules, 1945 as amend¬ 
ed upto 1-5-1979 is contained in the publication of 
the Ministry of Health & I'amfly Welfare (Dcpart- 
nienv of Health) containing the Drugs & Cosmetics 
Act and the Rules (PDGHS'filX Subsequently the 
said rules have been amended by the following noti¬ 
fications published in Part IT, Section 3, Sub-section 
(i) of the Gazette of India, namely ^— 

L GSR 1241 dated 640-1979 

2. GSR 1242 dated 6-10-1979 

3. GSR 1243 dated 640-1979 

4. GSR 1281 dated 12-10-1979 

5. GSR 430 dated 19-04-1980 

6* GSR 779 dated 26-7-1980 

7. GSR 540fE> dated 22-9-1980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 631(E dutcd 5-12-1980 

JO. GSR 682(E> dated 54 2-1980 

n. GSR 27(E) dated 17-1-1981 

12. OSR 478(E) dated 6-84981 

13. GSR 62(E> dated 5-2-1982 

14. OSR 462<E> dated 22^6-1982 

15. GSR 510(E) dated 26^7-1982 

16. OSR 13<E> dated 7-14983 

17. GSR 318(E) dated 1-54984 

18. GSR 331(E) dated 8-5-1984 

19. GSR 460(E) dated 20-6-1984 

20. GSR 487(E) dated 2-7-1984 

2L GSR 89(E> dated 16-2-1985 

22* OSR 788(E) dated 10-10-1985 

23, GSR 17(E) dated 7-1-1986 
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24. GSR 1049(E) dated 29-8-1986 

25 . GSR 1060(E) dated 5-9-1986 

26. GSR in5(E) dated 30-9-1986 

27. GSR 71(E) dated 3O-M907 

28. GSR J70(E) dated 12-6-1987 

29. GSR 620(E) dated 2-7-1987 

30. GSR 792(E) dated 17-9-1987 

31. GSR 271(E) dated 24-3-1988 

32. GSR 73(E dated 2-6-1980 

33. GSR 675(E) dated 2-6-1988 

34. GSR 676(E) dated 2-6-1988 

35. GSR 677(E) dated 2-6-1988 

36. GSR 680(E) dated 6-6-1988 

37. GSR 735(E) dated 24-6-1988 

38. GSR 813(E) dated 27-7-1988 

39. OSIt 944(E) dated' 21-9-1988 (Corrigendum) 
4(>. GSR 43(E) dated 20-1-1989 (Corrigendum) 

41. GSR 44(E) dated 20-1-1989 (Corrigeadum) 

42. GSR 100(E) dated 14-2-1989 (Comgeodiim) 

43. GSR 443(E) dated 12-4-1989 

44. GSR 588(E) dated 2-6-1989 (Oonigeodum) 

45. 691(E) dated 11-7-1989 

46. 784(E) dated 28-8-1989 

47. GSR 16(E) dated 10-1-1990 

48. OSR 731(E) dated 23-8-1990 

49. GSR 865(E) dated 25-10-1990 

50. GSR 11(E> dated 7-1-1990 

51. GSR 223(H) dated 19^-1991 

52. GSR 246(E) dated 1^5-1991 

53. OSR 301(E) dated 7-6-1991 

54. GSR 302(E) dated 7-6-1991 

55. OSR 491(E) dated 25-7-1991 

56. GSR 495(E) dated 25-7-1991 


57. GSR 532(E) dated 14-8-1991 

58. GSR 626(E) dated 14-10-1991 

59. GSR 668fE) dated 7-11-1991 

60. GSR 730(E> dated 10-12-1991 

61. GSR 59(E) dated 22-1-1992 

62. GSR 303fE) dated 4-3-1992 (Corrigendum) 

63. GSR 445(E) dated 30-4-1992 

64. OSR 597(E) dated 17-6-1992 

65. GSR 663(E) dated 3-7-1992 

66. GSR 723(E) dated 11-8-1992 

67. GSR 796(E) d.ated 1-10-1992 

68. GSR 877(E) dated 17-11-1992 

69. GSR y04(E) dated 2-12-1992 

70. GSR 923(E) dated 14-12-1992 

71. GSR 27fE) dated 22-1-1993 (Corrigendum) 

72. GSR 28(E) dated 22-1-1993 

73. GSR 86(E) dated 26-2-1993 

74. GSR 296(E) dated 24-3-1993 

75. GSR 373(E) dated 13-4-1993 (CorriBcndum) 
76- GSR 374(E) dated 13-4-1993 (Corrigcodtim) 

77. OSR 447(E) dated 10-6-1993 (Coerigendum) 

78. OSR 658(E) dated 19-10-1993 

79. GSR 679(E) dated 27-10-1993 

80. OSR 108(E) dated 22-2-1994 

81. GSR 109(E) dated 22-2-1994 

82. GSR 370(E) dated 7-4-1994 

83. GSR 466(E) dated 17-5-1994 

84 . OSR 615(E) dated 9-8-1994 

85. GSR 659(E) dated 30-8-1994 

86. GSR 676(E) dated 6-9-1994 

87. GSR 811(E) dated 14-11-1994 

88. GSR 812CE) dated 14-11-1994 

89. GSR 850CE) dated 7-12-1994 
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